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DETAILED ACTION 

Specification 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "pressure sensor" 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 25-28 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It appears that claims 25-28 are written as a literal 
translation of the German patent application. The language is vague and unclear and 
therefore the examiner can not determine the metes and bounds of the claims. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 6-17, 19, and 21-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Haber et al. (4,850,953). Haber discloses a device (1) for tamponade of 
body cavities and securement thereto, comprising a flexible tube segment (8) having an 
inner wall and an outer wall that surrounds an inner space, wherein the tube segment is 
inflatable and configured without any support bodies so that displacement of the tube 
wall is possible as inflation proceeds, wherein the tube segment comprises two ends 
(not numbered, clearly shown in Figure 2) which are fastened to a pipe nipple closing 
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element (6) and wherein the ends are joined together fluid tightly through bond (19), 
wherein the outer wall is thin-walled and expandable and has a wall thickness of a few 
microns, wherein the tube segment is made of single wall that is invaginated to create 
the flexible segment, wherein the tube segment can be attached to a catheter (claims 6 
and 8 only functionally recite the catheter), further comprising a channel (4) for inflating 
the flexible segment and a flexible channel (36) and valve (44) connected to the 
channel, wherein a medically active substance can be introduced into the open space 
(functional limitation), and further comprising a shield (2) and bodies ("bodies" is an 
extremely broad limitation which can be met by a number of different structures). 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 4-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Haber et al. (4,850,953). Haber et al. discloses the claimed invention except for using a 
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transparent material or specifically using a material listed in claim 5. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to use 
these materials, since it has been held to be within the general skill of a worker in the art 
to select a known material on the basis of its suitability for the intended use as a matter 
of obvious design choice. In re Leshin, 227 F.2d 197, 125 USPQ 416 (CCPA 1960). 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber et 
al. (4,850,953) in view of Elbert et al. (US 2002/0165553). Haber discloses all of the 
limitations recited in the independent claim but fails to disclose a clamping closure 
slidably attached to the flexible tube segment. Elbert discloses a clamping closure (20) 
that is slidably attached to a flexible tube segment (18) of a medical access device that 
assists in insertion of the device into the body. Therefore, it would have been obvious 
to one of ordinary skill in the art at the time of the invention to modify the device of 
Haber with the clamping closure of Elbert to make a securement device that more easily 
entered the body. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber et 
al. (4,850,953) in view of Buckholtz et al. (5,409,006). Haber discloses all of the 
limitations recited in the independent claim but fails to disclose a pressure sensor. 
Buckholtz discloses that pressure sensors are beneficial in medical access devices. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the device of Haber with the pressure sensor of Buckholtz to make a 
securement device that could make sure the appropriate inflation pressure was present. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to THEODORE J. STIGELL whose telephone number is 
(571)272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Theodore J Stigell/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 
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